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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) C8 Notice of References Cited (PTO-892) 

2) d Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) Q Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 03242006 



Application/Control Number: 10/749,018 
Art Unit: 3743 



Page 2 



DETAILED ACTION 
Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claims 2 and 12 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The newly added limitation of 
"...rod is shaped to permanently conform..." the specification as originally filed does not 
provide support for the rod to be shaped to permanently conform; such limitation would 
constitute new matter. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-5, 7, 8, 11-15, 17, and 18 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Plzak (3,395,711). 
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Plzak in an endotracheal tube (30) discloses: a stylet (16) comprising an 
elongated immaleable rod (Col. 3, lines 14-26; based on a standard dictionary definition 
of "rigid; Not bending: INFLEXIBLE." The stylet of Ptzak is readable upon the claimed 
limitation of immaleable) having a diameter that is less than the inner diameter of said 
tube and having a length that is shorter than said tube (Figs. 2, 5). 

With respect to claim 2, Plzak discloses wherein said rod it shaped to 
permanently conform to the curvature of said tube (Figs. 2, 5). 

With respect to claim 3, Plzak discloses a limiting device affixed to the proximal 
end of the said rod for engaging the proximal end of said tube to limit the insertion of 
said rod into said tube (18, 36). 

With respect to claim 4, Plzak discloses wherein said limiting device (18, 36) is 
shaped for grasping by at least one finger of a human hand. 

With respect to claim 5, Plzak discloses wherein said rod has a distal end having 
an enlargement (at 20). 

With respect to claim 7, Plzak discloses wherein said rod has a bent distal end 

(20). 

With respect to claim 8, Plzak discloses wherein the rod has a uniform straight 
shape over most of its length (Figs. 2, 5). 

With respect to claim 1 1 , Plzak discloses an endotracheal tube (30) having an 
articulable distal portion for manipulation during insertion into an airway, an immaleable 
stylet (16) for insertion into the tube to rigidize the tube along length not including the 
articulable distal portion; the stylet comprising: an elongated, shape-retaining, non- 
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flexible rod having a diameter smaller than the inner diameter of said tube and having a 
length that is shorter than said tube (Figs. 2, 5). 

With respect to claim 12, Plzak discloses wherein said rod is shaped to 
permanently conform to the curvature of said tube (Figs. 2, 5). 

With respect to claim 13, Plzak discloses a limiting device affixed to the proximal 
end of the said rod for engaging the proximal end of said tube to limit the insertion of 
said rod into said tube (18, 36). 

With respect to claim 14, Plzak discloses wherein said limiting device (18, 36) is 
shaped for grasping by at least one finger of a human hand. 

With respect to claim 15, Plzak discloses wherein said rod has a distal end 
having an enlargement (at 20). 

With respect to claim 17, Plzak discloses wherein said rod has a bent distal end 
tip (20). 

With respect to claim 1 8, Plzak discloses wherein said rod has a uniform straight 
shape over most of its length (Figs. 2, 5). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 
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The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

Claims 6, 10, 16, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Plzak (3,395,711). 

With respect to claim 6, Plzak does not teach the rod having a distal end, which 
is flattened. At the time the invention was made, it would have been an obvious matter 
of design consideration to a person of ordinary skill in the art to have the rods distal end 
flattened because Applicant has not disclosed that having a flattened distal end of the 
rod provides an advantage or solves a stated problem. One of ordinary skill in the art, 
furthermore, would have expected Applicant's invention to perform equally well with the 
distal end of the rod being the same size as the proximal end. Therefore, it would have 
been an obvious matter of design consideration to modify Linder to obtain the invention 
as specified in claim 6 

With respect to claim 10, Linder does not teach the rod made of biocompatible 
polymer. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have the rod of a biocompatible polymer, since it has been held 
to be within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of design consideration. In re 
Leshin, 227 F.2d 197, 125 USPQ 416. 

With respect to claim 16, note rejection of claim 6 above. 

With respect to claim 20, note rejection of claim 10 above. 
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Claims 9, 19, and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Plzak (3,395,711) in view of Under etal. (3,957,055). 

With respect to claim 9, Plzak does not teach the rod diameter which is in the 
range of 2 mm to 1 1 mm. However, Linder does teach that the guide may be made in a 
range of thicknesses and lengths appropriate for cooperation with all endotracheal 
catheters (CoL 1 , lines 31-34). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to arrive at the rod diameter in the 
range of 2mm to 1 1 mm based on the endotracheal catheter being used as taught by 
Linder. 

With respect to claims 19 and 21, note rejection of claim 9 above. 

Response to Arguments 

Applicant's arguments with respect to claims 1-21 have been considered but are 
moot in view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Teena Mitchell whose telephone number is (571) 272- 
4798. The examiner can normally be reached on Monday-Friday however the examiner 
is on a flexible schedule. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571 ) 272-4791 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Teena Mitchell 
Primary Examiner 
Art Unit 3743 
March 24, 2006 
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